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DETAILED ACTION 

This Office Action is in response to Applicants' amendments filed on 5/13/2004. 
Claims 1-9, 11 and 12-28 are pending. Claims 12-24 are withdrawn from consideration. 

Withdrawal of Rejections from Previous Office Action 

The anticipatory rejection over Yaremko et al is withdrawn in view of Applicant's 
incorporation of a flow cytometer, as the image acquisition system, into independent 
claims 1 and 25. 

The Double Patenting rejection over Application 10, 602,981 is withdrawn in view 
of Applicants' timely filed Terminal Disclaimer. 

Terminal Disclaimer 
The terminal disclaimer filed on 5/13/2004 disclaiming the terminal portion of any 
patent granted on this application which would extend beyond the expiration date of any patent 
granted on Application 10/602,981 has been reviewed and is accepted. The terminal disclaimer 
has been recorded. 

Claim Rejections - 35 USC § 112 

L The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the r 
subject matter which the applicant regards as his invention. 

2. Claim 1 1 is rejected under 35 LLS.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. 
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Claim 1 1 recites that the image acquisition system is a camera. Claim 1, from which 
claim 1 1 depends, already defines the image acquisition system as a flow cytometer. Thus, 
claim 11 improperly redefines what is already set forth in claim 1. It is suggested that 
Applicants define the image acquisition system in claim 1 to be either a flow cytometer or a 
camera (i.e. in a Markusch grouping). Or, Applicants may delete claim 1 1. 

Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Claims l, 2-6, 8, 1 1 and 25-27 are rejected under 35 U.S.C 103(a) as being unpatentable 
over Yaremko et al in view of Layne et al. 

Yaremko et al teach an automated blood analysis system. The system comprises a 
microcolumn (122), incubator (200), centrifuge (500), pipette assembly (400), washer (406, 410) 
and imaging system (606). The incubator holds containers /receptacles while reagents and 
fluids are being dispensed into the containers and incubates the containers, as recited in claims 
1 and 25 (col. 5, lines 39-42). The containers /receptacles are microcolumns having a filter 
through which the assay sample travels. The filter is made of either beads or a porous gel 
material, as recited in claims 1, 3 and 4. The beads have a size of 10-100 microns, as recited in 
claim 5. See col. 6, lines 9-32. The centrifuge rotates the containers within it (containing the 
assay sample) to push the cellular material in the sample through the filter material and thus 
separate the sample, as recited in claims 1, 8, 25 and 27 (col. 13, line 61 - col. 15, line 3). The 
imaging system comprises a camera (644) for capturing an image of the analysis of the sample, 
as recited in claim 1 1 (col. 15, line 48 - col. 16, line 21). The pipette assembly comprises 
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a pipette (402) and a robot arm (404), as recited in claim 1 (col. 13, lines 1-12). With respect to 
the washer recited in claim 2, Yaremko et al teach that washers (406, 410) contain liquids for 
rinsing or cleaning (col. 13, lines 23-28). 

Yaremko et al fail to teach a flow cytometer in the system for image acquisitioning. 

Layne et al is directed to an apparatus for automated testing of biological specimens. 
Layne et al teach that image acquisitioning in automated analyses allows detection of target 
individual cells and allows the collection of data to be observed by the user later (col. 14, lines 
14-19). Layne et al teach that flow cytometry is suitable for image acquisition (col. 17, lines 34- 
39). It would have been obvious to one of ordinary skill in the art to modify the Yaremko et al 
reference by substituting the camera imaging system for a flow cytometry imaging system, as 
taught by Layne et al. In testing of blood specimens, such a modification would allow the user 
to detect and analyze individual blood cells. 

5. Claims 9 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yaremko et al and Layne et al, as applied above, and further in view of US Patent 5,603,899 to 
Franciskovich et al. 

The disclosures of Yaremko et al and Layne et al are described above. Neither Yaremko 
et al nor Layne et al teach a vacuum system for separating the sample. 

Franciskovich et al teach an apparatus for separating samples into their constituents. 
The reference teaches that both centrifuges and vacuums provide good means for separating 
multiple samples into their base constituents simultaneously. See col. 2, lines 25-31. Thus, it 
would have been obvious to substitute the centrifuge assembly of Yaremko et al with a vacuum 
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assembly as disclosed by Franciskovich et al to allow simultaneous separation of multiple 
samples and thus increase the sample processing time. 

6. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yaremko et al and 
Layne et al, as applied above, and further in view of US Patent 6,008,040 to Datar. 

The disclosures of Yaremko et al and Layne et al are described above. Neither Yaremko 
et al nor Layne et al teach the particular filter materials recited in claim 7. 

Datar teaches efficient separation of cells, cellular materials and proteins. Specifically, 
Datar teaches separation devices such as bead columns. Further, Datar teaches that cellulose 
acetate beads, polyesters, and nylons are suitable for use in separation columns due to their 
specific chemistries on their contacting surfaces (col. 4, lines 24-41). It would have been 
obvious to one of ordinary skill in the art to use filter materials, such as cellulose acetates, 
polyesters, and nylons as the filter material in the microcolumn of Yaremko et al. These 
materials are known to be suitable in the separation of cellular material. The ordinarily-skilled 
artisan would have expected that these filter materials would perform sufficiently in separating 
blood cells. 

Response to Arguments 
5. Applicant's arguments filed 5/13/2004 have been fully considered but they are not 
persuasive. With respect to the Yaremko et al reference, Applicants first argue that the 
washers of Yaremko do not wash the assay sample while the sample is disposed within the filter 
vessel. In response, Applicants should note that in claims directed to an apparatus, per se, the 
function of the components is insufficient to impart patentability to the claims. Yaremko et al 
teach washers. The fact that the washers of Yaremko et al may not be disclosed as functioning 
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in the same manner as Applicants 7 washers is insufficient to impart patentability to the claims. 
SeeMPEP 2114. 

Applicants also argue that the claims now recite that the presence of a flow cytometer as 
the image acquisition system. Applicants state that the secondary reference (Layne et al) does 
not teach that the flow cytometer is the digital image analysis system. In response, the 
Examiner disagrees. At col. 14, lines 14-19, Layne teaches that the image acquisition and 
analysis SLM detects individual cells within cell monolayers and collects observable data. 
Further, the image acquisition and analysis system comprises a digital image analysis system 
and motorized microscope stages. At col. 17, lines 57-61, Layne recites, "the automated image 
acquisition and analysis test instrument module comprises instruments selected from a flow 
cytometer, inter alia. Thus, contrary to Applicants' statement, the flow cytometer of Layne et 
al appears to be the image analysis system. 

Applicants further argue that Layne et al require the use of a digital image analysis 
system with a motorized microscope stage, whereas the instant invention does not require a 
second detector instrument. In response, Applicants should note that the claims recite 
"comprising" language, which is open language that allows for the presence of components in 
addition to those explicitly recited. Nothing in the instant claims excludes the presence of an 
additional detector or imaging instrument. 

Lastly, with respect to the Layne et al reference, Applicants argue that the image 
acquisition system of Layne is not disclosed as being able to detect agglutination interactions 
between the components and reagents of the assay mixture. Again, this limitation is directed to 
the function of the image acquisition system. Functional language does not l im it the claims 
sufficiently to impart patentability. See MPEP 2114. 
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With respect to the rejections over Franciskovich et al and Datar, Applicants stated that 
the limitations of claims 7, 9 and 28 were not met by the references. However, Applicants failed 
to point out the supposed errors in the rejections or the reasons why the limitations were not 
met. Thus, the rejections are maintained. 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant to 
37 CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LaToya I. Cross whose telephone number is 571-272-1256. 
The examiner can normally be reached on Monday-Friday 8:30 a.m. - 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free ) . si /? — 
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